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Efficacy of Monitoring System Implemented with Limited Resources
for Investigator-initiated Clinical Trials

*1

R

e At WA EATY O Bm M M #RETY AH
HIFH  EEN O e At gk it BR sET

ABSTRACT
The Ethical Guidelines for Clinical Research mandate the monitoring of invasive intervention
studies to secure the reliability. Monitoring is also mandatory for specified clinical trials in
Clinical Trials Act. In academia, establishing a monitoring system that can be implemented
with limited resources is essential. In this study, we present a feasible monitoring system that
will secure a certain level of quality while being implemented in an investigator-initiated clini-
cal trial (corresponding to a multicenter, double-blind, comparative, and specified clinical
trial) . This monitoring system is implemented through a combination of several factors such as:
developing a monitoring plan that considers the research implementation system of the institu-
tion, creating monitoring work support tools, providing practical monitoring education for per-
sonnel who already belong to research institutions, and outsourcing some operations to the
Clinical Research Organization (CRO). In this way, a monitoring system that can be imple-
mented even with limited resources, can be developed.
(Jpn Pharmacol Ther 2020 ; 48 suppl 2 : s119-27)

KEY WORDS investigator-initiated clinical trials, monitoring, quality management, Clinical
Trials Act
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